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RECEIPT of product

Policy 

Therapeutic products received for manufacture or storage by (Insert manufacturer’s name) must be assessed for compliance with the stated acceptance criteria. In cases where the acceptance criteria are not met, deficiencies must be investigated and evaluated by the Facility Director (Production Manager) and, if clinically appropriate, the Medical Director.  

All products and test vials known to be positive for infectious markers must be sealed in a secondary bag on receipt and stored under suitable conditions in the designated quarantine containers.
The infectious disease status for all cryopreserved products is known prior to receipt. If the infectious disease status for a non-cryopreserved product is not known prior to receipt, the product and accompanying test vials must be sealed in a secondary bag on receipt and stored at 2-8oC in a dedicated, lidded container.
Scope

This procedure applies to all products received by (Insert manufacturer’s name) for manufacture or storage.

definitions

Product Receipt: Inspection of product and accompanying documentation at destination by receiving centre staff for compliance with the acceptance criteria. 

Acceptance Criteria: Criteria to be met before a product can be accepted for manufacture.

Responsibilities

The Facility Director or Scientist-in-Charge are responsible for receipt of products into the facility. 

Trained receiving personnel must complete and sign the Receipt Form.

The Facility Director is responsible for investigating cases where the acceptance criteria have not been met and recording actions taken. 

acceptance criteria

· Request for manufacture (identifying the product type, donor and recipient) has been authorised by the treating medical officer (except for heart valves).

· Donor consent completed.

· Copy of the donor assessment or acknowledgment by the treating medical officer that the donor assessment has been performed.  

· Request/Collection/Retrieval documentation completed and signed.

· Labels (including hand written labels) are legible.  Hand written labels are to be crosschecked against printed labels on the associated documentation/primary bag and/or against donor information details recorded in the (Insert laboratory/facility name) laboratory information system. 
· Product is labelled with a minimum of two donor identifiers, one of which must be unique to the donor, and the collection date. Type of anticoagulant or other additive may be recorded on the label or accompanying documents.
· Transport temperature: 

	Ambient:
	14 - 25oC

	Chilled, non-frozen:
	2 - 10oC (TGA requirement)

	
	HPC preferred range 2 - 8oC, but up to 12oC for maximum of 2h is acceptable

	Cryopreserved
	Below  -150oC


· Transport time: 

	Ambient:
	Bone marrow for MSC manufacture  < 2h

	
	HPC < 3h 

	
	Blood (for serum eyedrops)  < 24h

	Chilled, non-frozen
	Bone marrow for MSC manufacture  < 24h

	
	Blood, blood components, cells or tissues  < 72h (TGA requirement)

	
	HPC  < 72h is preferable (refer to Facility Director)


· Primary product container is intact. 

· Product is suitable: 

Product is adequate for processing as per request

Heart must be retrieved within 24 hours of death provided the body has been refrigerated at <10oC within 12 hours of asystole. If the body is not refrigerated within that time, the heart must be retrieved within 15 hours of death.
· Appropriate blood samples collected and suitable for infectious disease screening, as required by product release criteria, or notification received of recent infectious disease screening.   

Procedure

1. Receive products in the reception area of the (Insert manufacturer’s name) Support Laboratory.

2. Check the following meet the acceptance criteria:

· Product transport conditions

· Product labelling

· Accompanying documents

3. Record product identification, collection facility, transport agent and conditions, temperature on arrival, and receipt date and time on the Receipt Form. 

4. Record the donor and recipient details on the Receipt Form (if relevant).

5. Verify the external transport container is intact. Record the weight of the dry shipper. 

6. Complete and sign the Product Receipt section of the Receipt Form.

7. Inspect the product container(s) for integrity and verify the product label against the accompanying documentation.

8. For cryopreserved products:

· Remove the outer container seal, open the container and remove accompanying documents.

· For some shipments, the inner container will be locked. The lock combination is provided in the accompanying documents. Remove lock on the inner chamber, open the lid and record temperature. 

· Locate, verify and immediately transfer products to the cryogenic tank in the Support Laboratory.

9. Complete documentation from the collection or distribution centre, as required.

10. Assign a unique numeric identifier from the (Insert manufacturer’s name) to each product. 

11. Check accompanying blood samples for labelling, suitability and integrity. Record receipt, suitability and collection time on the Receipt Form.

12. Review product compliance with the acceptance criteria. 

13. Review documentation for compliance with the acceptance criteria.

14. If all acceptance criteria are met, record acceptance on the Receipt Form and sign.

15. For products not meeting the acceptance criteria, notify the Facility Director or Scientist in Charge.

· Failure to meet acceptance criteria is assessed by the Facility Director and appropriate action taken. This may include ensuring that the required documentation is provided, notifying the consultant or treating medical officer, or referring the problem to the Medical Director. 

· Record action taken on the Receipt Form.

· If not acceptable, dispose of the product in accordance with the Disposal procedure.

16. Record receipt details in the Product Receipt Book.

17. Accepted products are to be processed immediately, stored temporarily until processing, or placed in cryopreserved storage (see Storage procedure). 
Records

Receipt records are maintained for a minimum of 20 years after the date of product manufacture.

documents

Disposal DOC35

forms

Receipt Form FORM50


Product Receipt Book FORM151

References

1. Australian Code of Good Manufacturing Practice for human blood and blood components, human tissues and human cellular therapy products.

2. Therapeutic Goods Order 88: Standards for donor selection, testing and minimising infectious disease transmission via therapeutic goods that are human blood and blood components, human tissue and human cellular therapies.

3. FACT-JACIE International Standards for Cellular Therapy Product Collection, Processing, and Administration.

4. NPAAC Requirements for Procedures Related to the Collection, Processing, Storage and Issue of Human Haemopoietic Progenitor Cells.

5. Australasian Tissue & Biotherapeutics Forum ratified documents.

6. Australian Bone Marrow Donor Registry Guidelines.
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